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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 



Response to Amendment 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-6, 33-35, 37-39 and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Landy et al. (US 4,600,013 A) in view of Miller et al. (US 5,579,774 A), and 
further in view of Magram (US 5,913,852 A). 

Landy et al. discloses an intracranial pressure monitoring probe comprising a tubular 
portion (i.e. hollow shaft and t-connector) (11, 50) with a threaded portion (26) enabling the 
tubular portion to extend through all three layers of a patient's skull, the distal end of the tubular 
portion (i.e. t-connector (50)) provides an interface with a tube (51) allowing fluid 
communication between the inside of the skull (i.e. subarachnoid space) and a pressure 
transducer (54), and a wrench or screwdriver (46) with radially extending wings (i.e. handles) 
(48) provides a mechanism for instaUing the tubular portion in the patient's skull. 

Landy et al. fails to disclose the tubular portion having an integral pair of outwardly 
extending wings for facilitating finger rotation of the threaded tubular portion. 

Miller et al. disclose an apparatus for monitoring local cerebral physiology comprising a 
subarachnoid bolt (11) defined as a hollow, threaded tubular portion with outwardly extending 
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wings, which allows the neurosurgeon to torque the bolt into a secure position within the 
thickness of the cranium, see Column 8, lines 60-63. 

It would have been obvious to one having ordinary skill in the art to have modified Landy 
et al.'s tubular portion with unitary constructed wings associated therewith as taught by Miller et 
al. so as to eliminate the need for an additional or separate tool to torque the threaded tubular 
portion into the patient's skull. 

Landy et al. in view of Miller et al. fail to disclose the retaining means (50) on the 
exterior surface of the tubular portion adjacent the distal end for engaging an interior surface of a 
conduit. 

Magram discloses a cannula for draining cerebrospinal fluid from the ventricle of a brain 
comprising a hollow tubular portion (20, 156, 170) (see Figures 2, 1 5 and 16) with retaining 
means (27, 175) (see Column 5, lines 4-16) on the exterior surface thereof for engaging an 
interior surface of a conduit (152). 

It would have been obvious to one having ordinary skill in the art to have modified Landy 
et al in view of Miller et al.'s tubular portion with the retaining means (sealing ridges (27, 175)) 
taught by Magram (see Figures 2 and 16) so as to provide a fluid-tight mechanism for connecting 
the tubular portion to a tubular extension for remotely monitoring intracranial pressure. 

Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Landy et al. 
(US 4,600,013 A) in view of Miller et al. (US 5,579,774 A), and further in view of Magram (US 
5,913,852 A), as applied to Claims 1-6 above, and further in view of Knute et al. (US 4,903,707 
A). 
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Landy et al. in view of Miller et al and further in view of Magram disclose the kit for 
evacuating a collection of fluid from a subdural space with the exception of a drill bit for 
forming an opening, a stop collar selectively lockable in a position on the drill bit for setting a 
maximum penetration of the drill into a surface, and a conduit having first and second ends, the 
first end adapted for connection to the subdural evacuating port device, the second end of the 
conduit being for connection to a negative source. 

Knute et al. discloses a kit for mounting a ventricular catheter assembly comprising a 
drill bit (81), a stop collar (83) and a conduit (19). 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
disclosed by Landy et al. in view of Miller et al. and fiirther in view of Magram with the drill bit, 
stop collar and conduit taught by Knute et al, so as to provide means for penetrating the skull of 
a patient for subsequent placement of the evacuating port device, to limit penetration of the drill 
bit thus preventing trauma to brain tissue adjacent the skull, and to provide means for draining 
fluid causing high intracranial pressure. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Landy et al. 
(US 4,600,013 A) in view of Miller et al. (US 5,579,774 A), and further in view of Magram (US 
5,913,852 A), as applied to Claims 1-6 above, and fiirther in view of Lake (US 3,766,910 A). 

Landy et al. in view of Miller et al. and further in view of Magram disclose the kit for 
evacuating a collection of fluid from a subdural space with the exception of a retractor for 
spacing sides of an incision in a scalp away from each other. 
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Lake discloses a disposable delicate tissue retractor comprising a pair of arms (12, 80) 
each having a proximal ends (no reference numeral; see Figures 2 or 9) joined together to form 
an apex, each of the arms extending away from the apex such that distal ends (no reference 
numeral; see Figures 2 and 9) of the arms are spaced from each other, the arms of the retractor 
forming a substantially V-shaped configuration. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space as taught by Landy et al. in view of Miller et al. and 
ftirther in view of Magram, by incorporating a retractor such as that which is taught by Lake, so 
as to allow for exposure of an adequate operative field to aid in proper placement of the subdural 
evacuating port in the patient's skull. 

Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Landy et al. (US 
4,600,013 A) in view of Miller et al. (US 5,579,774 A), and further in view of Magram (US 
5,913,852 A), as applied to Claims 1-6 above, and further in view of Baudino (US 6,1 10,155 A). 

Landy et al. in view of Miller et al. and further in view of Magram disclose the kit for 
evacuating a collection of fluid from a subdural space with the exception of a negative pressure 
device for creating a negative pressure condition. 

Baudino discloses a catheter (14) for conducting fluid to or from the human body 
comprising a distal end (18) received in an opening (22) formed in a patient's skull and in a bore 
(24) formed in the patient's brain tissue (28), a plurality of fluid apertures (32) are provided 
adjacent the distal end, and a source of negative pressure (no reference numeral; see Column 3, 
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lines 27-30) can be applied to the proximal end (16) of the catheter to withdraw fluid from the 
area adjacent to the implanted, distal end. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space taught by Landy et al. in view of Miller et al. and 
further in view of Magram, by incorporating a negative pressure device as disclosed by Baudino, 
so as to provide means for draining fluid causing high intracranial pressure. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Landy et al. (US 
4,600,013 A) in view of Miller et al. (US 5,579,774 A), further in view of Magram (US 
5,913,852 A), and further in view of Baudino (US 6,1 10,155 A), as applied to Claim 1 1 above, 
and further in view of McNeil et al. (US 4,828,546 A). 

Landy et al. in view of Miller et al., further in view of Magram, and further in view of 
Baudino discloses the kit for evacuating a collection of fluid from a subdural space with the 
exception of the negative pressure device comprising a Jackson-Pratt bulb. 

McNeil et al. discloses a bulb evacuator for closed wound suction comprising an interior, 
a primary opening (20, 21) and a secondary opening (24) providing communication between the 
interior and an exterior of the bulb, a check valve (23) in communication with the primary 
opening for resisting exit of fluid from the interior of the bulb to the exterior of the bulb while 
permitting fluid flow into the interior through the primary opening, and a cap (25) for selectively 
closing the secondary opening of the bulb. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space taught by Landy et al. in view of Miller et al., further 
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in view of Magram, and further in view of Baudino, by incorporating a bulb evacuator as 
disclosed by McNeil et al., so as to provide adaptable means for draining fluid causing high 
intracranial pressure which is characterized by its ease of operation. 

Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over Landy et al. (US 
4,600,013 A) in view of Miller et al. (US 5,579,774 A), and further in view of Magram (US 
5,913,852 A), as appHed to Claims 1-6 above, further in view of Knute et al. (US 4,903,707 A), 
further in view of Lake (US 3,766,910 A), further in view of Baudino (US 6,1 10,155 A), and 
further in view of McNeil et al. (US 4,828,546 A). 

Landy et al. in view of Miller et al. and further in view of Magram disclose the kit for 
evacuating a collection of fluid from a subdural space with the exception of a drill bit for 
forming an opening, a stop collar selectively lockable in a position on the drill bit for setting a 
maximum penetration of the drill into a surface, and a conduit having first and second ends, the 
first end adapted for connection to the subdural evacuating port device, the second end of the 
conduit being for connection to a negative source. 

Knute et al. discloses a kit for mounting a ventricular catheter assembly comprising a 
drill bit (81), a stop collar (83) and a conduit (19). 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
disclosed by Landy et al. in view of Miller et al. and further in view of Magram with the drill bit, 
stop collar and conduit taught by Knute et al., so as to provide means for penetrating the skull of 
a patient for subsequent placement of the evacuating port device, to limit penetration of the drill 
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bit thus preventing trauma to brain tissue adjacent the skull, and to provide means for draining 
fluid causing high intracranial pressure. 

Landy et al. in view of Miller et al., further in view of Magram, and further in view of 
Knute et al. disclose the kit for evacuating a collection of fluid from a subdural space with the 
exception of a retractor for spacing sides of an incision in a scalp away from each other. 

Lake discloses a disposable deUcate tissue retractor comprising a pair of arms (12, 80) 
each having a proximal ends (no reference numeral; see Figiues 2 or 9) joined together to form 
an apex, each of the arms extending away from the apex such that distal ends (no reference 
numeral; see Figures 2 and 9) of the arms are spaced from each other, the arms of the retractor 
forming a substantially V-shaped configuration. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space as taught by Landy et al. in view of Miller et al. 
further in view of Magram, and further in view of Knute et al., by incorporating a retractor such 
as that which is taught by Lake, so as to allow for exposure of an adequate operative field to aid 
in proper placement of the subdural evacuating port in the patient's skull. 

Landy et al. in view of Miller et al., further in view of Magram, further in view of Knute 
et al., and further in view of Lake disclose the kit for evacuating a collection of fluid from a 
subdural space with the exception of a negative pressure device for creating a negative pressure 
condition. 

Baudino discloses a catheter (14) for conducting fluid to or from the human body 
comprising a distal end (18) received in an opening (22) formed in a patient's skull and in a bore 
(24) formed in the patient's brain tissue (28), a plurality of fluid apertures (32) are provided 
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adjacent the distal end, and a source of negative pressure (no reference numeral; see Column 3, 
lines 27-30) can be applied to the proximal end (16) of the catheter to withdraw fluid from the 
area adjacent to the implanted, distal end. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space taught by Landy et al. in view of Miller et al., fiirther 
in view of Magram, fiuther in view of Knute et al, and fiirther in view of Lake by incorporating a 
negative pressure device as disclosed by Baudino, so as to provide means for draining fluid 
causing high intracranial pressure. 

Landy et al. in view of Miller et al., fiirther in view of Magram, fiirther in view of Knute 
et al., fiirther in view of Lake, and fiulher in view of Baudino discloses the kit for evacuating a 
collection of fluid from a subdural space with the exception of the negative pressure device 
comprising a Jackson-Pratt bulb. 

McNeil et al. discloses a bulb evacuator for closed wound suction comprising an interior, 
a primary opening (20, 21) and a secondary opening (24) providing communication between the 
interior and an exterior of the bulb, a check valve (23) in communication with the primary 
opening for resisting exit of fluid from the interior of the bulb to the exterior of the bulb while 
permitting fluid flow into the interior through the primary opening, and a cap (25) for selectively 
closing the secondary opening of the bulb. 

It would have been obvious to one having ordinary skill in the art to have modified the kit 
for evacuating fluid from a subdural space taught by Landy et al. in view of Miller et al., fiirther 
in view of Magram, fiuther in view of Knute et al, fiirther in view of Lake and further in view of 
Baudino, by incorporating a bulb evacuator as disclosed by McNeil et al., so as to provide 
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adaptable means for draining fluid causing high intracranial pressure which is characterized by 
its ease of operation. 



Response to Arguments 
With respect to Applicant's argument on Page 10, 3^^ paragraph through Page 1 1, 2"^* 
paragraph of the response, which is directed to the incorporation of the sealing ridges (27) of 
Magram to provide an integral mechanism for connecting the tubular portion to a tubular 
extension for remotely monitoring intercranial pressure into the device of Landy et al. 
Magram' s sealing ridges provide a generalized teaching of how to attach a conduit to a connector 
portion of a tubular portion wherein in a fluid-tight connection is desired. The Examiner 
contends that Magram's sealing ridges (27) would provide a desired fluid-tight seal while 
simultaneously acting as a frictional connection for Landy et al.'s tube (51) relative to the tubular 
portion's t-connector (50) end. Landy et al.'s heavy plastic tube (51) requires some type of 
sealing means so as to prevent any leakage at the connection site which could undesirably result 
in inaccurate measurements, thus incorporation of Magram's sealing ridges on the t-connector 
end of Landy et al.'s tubular portion would provide a sealing means necessary for the desired 
fluid-tight and frictional connection. Further, Applicant's assertion that Landy's low 
compliance, heavy plastic tube would be incapable of incorporation of Magram's sealing ridges 
is unpersuasive in that one of ordinary skill in the art would have found it to be obvious that a 
low compliance, heavy plastic tube would still exhibit radial flexibility and as such would be 
able to benefit from the sealing ridges taught by Magram. 
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With respect to Applicant's argument on Page 1 1, 2"^^ paragraph through Page 12, 1^^ 
paragraph of the response, which is directed to the incorporation of the lateral extensions (1 1) of 
Miller et al. to provide a gripping means into Landy et al's probe. Miller et al.'s lateral 
extensions provides a surface for applying the necessary torque to thread the bolt into the skull, 
see Column 8, lines 60-63. The Examiner contends that Miller et al.'s lateral extensions would 
provide a desired surface for the application of torque by hand, which would obviate the need for 
an additional tool (i.e. the screw-driver (46)), It should first be noted that the placement of the 
lateral extensions of Miller et al. need not be bodily incorporated into Landy et al.'s device; that 
is to say that the span of the wings need not be as exaggerated as shown in Miller et al.'s Figure 
3 in order to provide sufficient surface for the application of torque. In any event as shown in 
Figure 4 of Landy et al., the axial length of cylindrical boss (21) and indented segments (22) is 
longer than bore (38) in which it is received, therefore it would have been obvious to have 
mounted the lateral extensions on the portions of the cylindrical boss and/or indented segments 
which are not received in the bore, so as to avoid the need to lengthen the cylindrical boss or 
increase the overall length of the tubular portion to accommodate the lateral extensions. In 
addition, with respect to Applicant's assertion that the increased profile of Landy et al.'s probe as 
a result of the addition of the lateral extensions would be undesirable, the Examiner contends that 
any slight additional radial extent caused by the incorporation of lateral extensions would not 
necessarily significantly increase the bulk of the device, and would not appreciably increase the 
probability of inadvertent jarring of the device at the implantation site. Furthermore, any 
increased jarring which might occur would be mitigated by the increased length of Landy et al.'s 
probe which acts to securely hold it in place, see Column 3, lines 9-17. Further, Applicant's 
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assertion that shortening the length of the winged handles of Miller et al. would undesirably 
result in the user being unable to apply sufficient torque is not persuasive in that one skilled in 
the art would be able to design lateral wings in such a size that would enable the application of 
manual torque in a sufficient amount without making the device's profile excessively bulky, 



Conclusion 

THIS ACTION IS MADE FINAL, Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer J Maynard whose telephone number is 703.305.1356. 
The examiner can normally be reached on Mondays-Fridays 9:30 AM-5:30 PM; 1st Fridays off 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Brian Casler can be reached on 703.308.3552. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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